
I
sent By: Squaxin Natural Resources; 360 426 3971; Apr-21 -99 9:43AM; Page 2/3

.

SQCMXIFI ISLAND TRIBE

-, ,, .,. .... ... . .,,.

Dockers ‘Managmem Branch (HFA - 3(35)
Food an Drug Adminisrra~ion

}

5630 Fis ers Iams, Room 1061
Rockvill , Maryland 20852

Dear Sir/Madam,

The Squ&in Island Tribe of Weste~ Washington hereby submits the following lettc.n-
of respqnse ro, Docket No. 98P-(3504, a petition from the Center for Science in the
Public terest (CSP[), da~ed 29 June 98. The peti~ion from CSPI requests that the FDA

%adopt r gulations m reduce the level of the bamn-ium, Wbrio vulniflcus (IL v,), to

~

non-det wtable levels in shellfish.

‘l’he Sg axin Island Tribe opposes such a unilateral instirulion of a regulation
conside ing there is a public fcnwm (SancLirmed by The FDA) of shellfish growem,

$

state re ulators, academia personnel, wibal representatives and personnel from the
FDA, kn wm as the, Interstate Shellfish Sanitation Ccj~f~rcnce (]SSC). At ~hc lSSC,
changes m the Narional $hellfish Sanitation Program/Model Ordinance Manuals are
submi@l as issues, lo be reviewed, discussed and’, developed by the ISSC ccmringency -
These is. ues are then submirted to the FDA for FDA’s adoprion or rejection. Currendy

/

-anissue (Issue 98- 106) is being reviewed by “a Commince a{ the ISSC that may reduce
health h ards to suscep~ibIe consumers due to V. Vulnificus. in shellfish, Although
This Mu has raised questions ~har are unanswerable aK this time, submitter of the
issue ha e used and followed the ISSC process.

The FD~ is current[y conducting labc.)ra~ory research that may soon provide a
scientifi+ basis for more effective shellfish sartitarion control mmasures for V,
vulnific~s. The Tribe requesL that The FDA finish This research so as m provide an
acceptaldle srienriflc basis for effccrive control measures for the vibrio srrains.

The Squ$xin Island Tribe in rmearching Vibrio vuhxl!icus illness cm-nwmfind any

‘4
evicienc * that shellfish harvested from Washing~on State waters have been
confirm d in any Vibrio vtddficus cases. The Tribe further objecrs to The CSPI

?
conrenri n if product infected with V. v, can.nor be determined ail product from
other s~~~esthat supplies product to (he rcraii market must bear The burden of proof
That rhei product is no~ infectious produc~.

1

$

Since th majority of illness from V. v. are associated wi~h oysters, the regulatory
control easures taken must be specWIc 10 oysTcrx un~i] such time as a scicn~ific basis
for inclu~ion of clams is undertaken and the rcmul,tsprovided to the ISSC at Acir next
Annual ~eeting.
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The Sqwaxin Island Tribe greatly appreciates ~heopponunitym consul ~withthc FDA
on This issue to voice Ttihd concerns via a government to government rclarionship
wiIh ~he FDA, which has a must responsibility to tie Tribe. lf you have any question
in regards to this letter, please conmc~ me at (360) 426-9781.

Sincerely,

g ./& N/’?, b;+.cb GP
Andrew D. Whirener,

/

1st Tribal Council Member at Large
Squaxin Island Tribe


